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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 CFR 
1.17(e), was filed in this application after final rejection. Since this application is eligible for continued 
examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. Applicant's 
submission filed on 10/10/06 has been entered. 

2. . Claims 1-60 have been canceled. 

Claims 61-97 have been added and are pending. 

3. In view of Declaration by Dr. Gregory Glenn on 10/10/06, the rejection under 35U.S.C.1 12, first 
paragraph has been withdrawn. 

4. The following new grounds of rejections are necessitated by Applicants' addition of new claims 
filed 10/10/06. 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition 
of matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

6. Claims 61, 65, 67, 70, 73, 74, 81-83 are provisionally rejected under 35 U.S.C. 101 as claiming 
the same invention as that of claims 76, 79, 80, 82-84, 87-89 of copending Application No. 1 1/143,942. 
This is a provisional double patenting rejection since the conflicting claims have not in fact been patented. 

7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 
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8. Claims 63, 68, 69, 75-77 and 81-97 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a New Matter rejection. 

The specification and the claims as originally filed do not provide a clear support for the phrases "a 
chemical conjugate" as in claim 63, "virus expresses a glycoprotein" in claim 68, " genetically detoxified 
toxins, chemically conjugated" in claim 75, "comprising pretreating the skin" in claim 81 and "sucrose 
and trehalose" as in claim 94. Applicant has not pointed out where the support comes from. 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis for 

the rejections under this section made in this Office action: 

(e) the invention was described in (1) an application for patent, published under section 122(b), 
by another filed in the United States before the invention by the applicant for patent or (2) a 
patent granted on an application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty 
defined in section 35 1(a) shall have the effects for purposes of this subsection of an application 
filed in the United States only if the international application designated the United States and 
was published under Article 21(2) of such treaty in the English language. 

10. Claims 61-75, 77-97 are rejected under 35 U.S.C. 102(e) as being anticipated by U.S. Pat. No. 
5,910,306 (IDS ref. VL, of record). 

The '306 patent teaches a method of inducing immune response (claims 1-8, in particular) comprising 
formulation comprising an antigen and adjuvant (i.e. liposome encapsulating antigen and adjuvant, col. 4, 
lines 58-60, in particular). 

As the '306 patent further teaches the liposome containing antigen and adjuvant can be lyophilized (i.e. 
dry form col. 4, lines 28-35, col. 12, example 2, in particular) and application of said formulation to skin 
of subject (col. 2, lines 64-65, in particular), the application of dry formulation is encompassed. 

The '306 patent further teaches the use of occlusive dressing such as rayon covering the surface area 
larger than draining lymph node field (col. 8, lines 65-68, col. 9, lines 26-31, in particular), adjuvants such 
as cytokine and chemokines (col. 6-7 overlapping paragraph, in particular), antigens being lipid, anthrax 
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as bacterium, and influenza, rabies as virus (col. 6, lines 15-60, in particular) and the formulation with or 
without adjuvants (col 4, lines 51-60, in particular). 

The '306 patent also teaches a single molecule acting both antigen and adjuvant such as cholera toxin 
(col. 11, lines 25-30, in particular) and the transdermal delivery method provides delivery of antigens to 
the immune system specialized immune cells underlying the skin (col. 4, lines 51-60, in particular). 

Claim 81 is included because cleaning the surface with alcohol before application of medication. 

Thus, reference teachings anticipate the claimed invention. 

1 1 . Claims 61-97 are rejected under 35 U.S.C. 102(e) as being anticipated by U.S. Pat. No. 5,980, 
898 (IDS ref. VR). 

The '898 patent teaches a transcutaneous immunization with a patch comprising an antigen and adjuvant 
(claims 1-9, in particular). 

As the reference teaches the liposome containing antigen and adjuvant can be lyophilized (i.e. dry form, 
col. 1 1, lines 60-65, in particular) and application of said formulation to dry skin of subject (i.e. intact, 
col. 3, lines 42-43, col. 12, 44-46, in particular, option to "hydrate but not required" reads on dry), and 
effective length of time to induce immune response is inherent property as the intended use of the claimed 
invention is achieved, the reference teachings meet the limitations of claim 61 . 

The '898 patent further teaches the use of occlusive dressing covering the surface area larger than 
draining lymph node field (col. 3, lines 30-33, claims 2-5, in particular), includes adjuvants such as 
cytokine, chemokines (col. 9, lines 40-53, in particular), ADP-ribosylating exotoxin as an adjuvant (col. 
9, lines 62-68, in particular). 

The '898 patent also teaches antigens being lipid, bacteria such as anthrax, (col. 9, lines 6, in particular), 
viruses such as influenza, rabies, (col. 9, lines 20-21, in particular), attenuated live virus (col. 11, lines 41- 
46, in particualr), multivalent antigen (col. 3, line 35, in particular), antigen specific responses (claims 1- 
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6, in particular) and a single molecule acting both antigen and adjuvant (i.e. cholera toxin col. 10, lines 
27-32, in particular). 

Thus, reference teachings anticipate the claimed invention. 

12. Claims 61-97 are rejected under 35 U.S.C. 102(e) as being anticipated by U.S. Pat. No. 
6,797,276. 

The applied reference has a common inventor with the instant application. Based upon the earlier 
effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 102(e). This rejection 
under 35 U.S.C. 102(e) might be overcome either by a showing under 37 CFR 1.132 that any invention 
disclosed but not claimed in the reference was derived from the inventor of this application and is thus not 
the invention "by another," or by an appropriate showing under 37 CFR 1.131. 

The '276 patent teaches a method of inducing immune response comprising applying a formulation 
comprising an antigen and an adjuvant in an occlusive dressing (claims 1-11, in particular). The '276 
patent also teaches the antigenic formulation can be utilized with vehicles which encompasses powder 
(col. 8, line 25, in particular). Thus, the dry formulation is encompassed by the referenced formulation. 

The '276 patent further teaches the antigen being anthrax, rabies virus, influenza, lipid, peptide or 
multivalent (col. 16-1, in particular), the antigen and adjuvant being a single molecule (col. 16, lines 38- 
42, in particular), LT or ADP-ribosylating exotoxin (col. 15, lines 15-48, in particular) and pretreating 
with alcohol (col. 24, Example 1). 

The '276 patent also teaches immunizing influenza antigen and LT adjuvant (col. 41, lines 4-25, in 
particular) and occlusive dressing such as rayon applied to large surface are (col. 22, lines 15-32, in 
partiuclar). 

Thus, reference teachings anticipate the claimed invention. 
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13. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 

This application currently names joint inventors. In considering patentability of the claims under 35 
U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was commonly owned 
at the time any inventions covered therein were made absent any evidence to the contrary. Applicant is 
advised of the obligation under 37 CFR 1 .56 to point out the inventor and invention dates of each claim 
that was not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (0 or (g) prior art under 35 
U.S.C. 103(a). 

14. Claims 61, 75-76 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Pat. No. 
5,910,306 (IDS ref. VL) in view of U.S. Pat. No. 5,988,898 (IDS ref. VR) 

The teachings of '306 patent have been discussed, supra. 

The '306 patent does not teach a use of ADP-ribosylating exotoxin and heat-labile enterotoxin. 

However, the '898 patent teaches use of ADP-ribosylating exotoxin and heat-labile entrerotoxin with an 
antigen in transcutaneous immunization because ADP-ribosylating exotoxin target specialized antigen 
presenting cells, Langerhans cells, underlying the skin (cols. 5-6, in particular). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention was 
made to substitute ADP-ribosylating exotoxin or heat-labile enterotoxin as taught by the '898 patent to 
the method to induce immune response with antigen-adjuvant formulation taught by the '306 patent. 

One of the ordinary skill in the art would have been motivated to do so because the ADP-ribosylating 
exotoxin or heat-labile enterotoxin as taught by the '898 patent increases specificity of the immune 
response. 
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From the teachings of references, it would have been obvious to one of ordinary skill in art would have 
had a reasonable expectation of success in producing the claimed invention. Therefore, the invention as a 
whole was prima facie obvious to one of the ordinary in the art at the time of invention was made, as 
evidenced by the references, especially in the absence of evidence to the contrary. 

15. The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 
F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to overcome an 
actual or provisional rejection based on a nonstatutory double patenting ground provided the conflicting 
application or patent is shown to be commonly owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. A 
terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

16. Claims 61-97 are provisionally rejected under the judicially created doctrine of double patenting 
over pending claims 106-159 of copending Application No. 10/790,715, claims 1-40 of copending 
Application No. 1 1/334,349, claims 70-97 of copending Application No. 1 1/141,690. This is a 
provisional double patenting rejection since the conflicting claims have not yet been patented. 

Although the conflicting claims are not identical, they are not patentably distinct from each other because 
the claims in the '715, '349 and 6 690 applications teach a method of inducing antigen specific immune 
response comprising applying a formulation to skin of a subject where in the formulation comprises an 
antigen and adjuvant in dry form. The '715, '349 and '690 applications further teach various antigens 
being anthrax, influenza antigen or rabies virus, various adjuvant being DNA, cytokines, bacterial 
ribosylating exotoxins or tumor necrosis factor alpha. 
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The '715, '349 and '690 applications teaches the formulation is applied to skin with an occlusive dressing 
or through a patch. 

17. Claims 61-83 are provisionally rejected under judicially created doctrine of double patenting 
over claims 89-107 of copending Application No. 1 1/514,462 and claims 102-105, 107-120 of copending 
Application No. 1 1/109,948. This is a provisional double patenting rejection since the conflicting claims 
have not yet been patented. 

Although the conflicting claims are not identical, they are not patentably distinct from each other because 
the claims in the '462 and '948 applications teach a method of inducing antigen specific immune response 
comprising applying a formulation to skin of a subject where in the formulation comprises an antigen and 
adjuvant in dry form. The "462 and '948 applications further teach various antigens being anthrax, 
influenza antigen or rabies virus, various adjuvant being DNA, cytokines, bacterial ribosylating exotoxins 
or tumor necrosis factor alpha. 

18. Claims 61 and 84-86 are provisionally rejected under judicially created doctrine of double 
patenting over claims 19, 21-22 of copending Application No. 10/472,598. This is a provisional double 
patenting rejection since the conflicting claims have not yet been patented 

Although the conflicting claims are not identical, they are not patentably distinct from each other because 
the both claims i teach a method of inducing antigen specific immune response comprising applying a 
formulation to skin of a subject where in the formulation comprises an antigen and adjuvant in dry form. 

19. No claims are allowable. 

* 20. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Yunsoo Kim whose telephone number is 571-272-3 176. The examiner can normally be 
reached on Monday thru Friday 8:30 - 5:00PM. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Christina Chan can be reached on 571-272-0841. The fax phone 
number for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Yunsoo Kim 




Patent Examiner 



SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 



Technology Center 1600 
December 19, 2006 



